
CONCISE EXPLANATORY STATEMENT

In accordance with the Administrative Procedures Act, R.I. Gen. Laws § 42-35-2.6, the
following is a concise explanatory statement:

AGENCY: Rhode Island Department of Health

DIVISION: N/A

RULE IDENTIFIER: 216-RICR-40-20-4

RULE TITLE: Medical Diagnostic and Interventional X-Ray and Imaging Systems

REASON FOR RULEMAKING: Revise the title of this Part to reflect the incorporation of
additional requirements regarding fluoroscopically guided interventional procedures and
to adopt the most current revisions to Part F of the Suggested State Regulations for the
Control of Radiation (SSRCR) published by the Conference of Radiation Control
Program Directors, Inc. (CRCPD).

ANY FINDINGS REQUIRED BY LAW AS A PREEQUISITE TO THE
EFFECTIVENESS OF THE RULE: N/A

TESTIMONY AND COMMENTS:

The Agency received one comment that a newer version (2018) of a document
incorporated by reference in § 4.1.1(B) was available.  The agency’s intent was to
incorporate the most recent guidance.  The Agency researched this issue and found
that the 2018 document had been further updated in 2021.  The regulation will be
changed to incorporate the 2021 revision by reference.

The Agency received two comments regarding the training requirements in § 4.3.3(H).
The Agency had opted for the proposed wording based on an understanding that no
formal training courses were locally available.  Based on the information that a formal
training course is locally available the Agency has accepted the suggestion in the
comment regarding completion of formal training and has made the appropriate
revisions to § 4.3.3(H).

The Agency received one comment that the proposed deletion of § 4.3.7 is perfectly in
line with the April 2019 Position Statement (PP 32-A) put forth by the American
Association of Physicists in Medicine (AAPM) and endorsed by such organizations as
the American College of Radiology (ACR), the Health Physics Society (HPS), and the
Radiological Society of North America (RSNA), among others.  However, this further
review of this comment pointed out the fact that § 4.3.9 needed to be amended to
remove § 4.3.9(E), redesignate the current § 4.3.9(F) as § 4.3.9(E), and eliminate the
shielding of patients requirement in the redesignated § 4.3.9(E).

The Agency received one comment that the proposed rule in § 4.3.8 would preclude
IRB sanctioned research when such research has been approved by a medical doctor.



The Agency’s position is that any IRB sanctioned activity is covered under the "healing
arts" umbrella and no changes are necessary.

The Agency received two comments that § 4.3.9 may need additional clarification.  The
Agency believes that the information is this section is sufficiently clear and no further
explanation or clarification is needed.

The Agency received one comment which noted a spelling error in § 4.3.10(D)1. The
Agency notes the spelling error and will make the necessary correction.

The Agency received a total of four comments regarding § 4.3.15.  Two comments
suggested that § 4.3.15(A)(1) was technically incorrect.  The Agency concurs with these
comments and § 4.3.15(A)(1) will be withdrawn and any cross-references to this section
will be deleted.  In addition, any references to “nursing child” will be deleted.  The other
two comments asked for a change in wording.  In one case the Agency concurs with the
suggestion and will make the recommended change.  In the other case the Agency
determined that the wording was consistent with comparable NRC medical use
regulations (10 C.F.R. Part 35) and no further changes were needed.

The Agency received two comments that the requirements in § 4.5.3(C) present undue
hardships to the practice of medicine.  The Agency believes that the physical presence
of the preceptor physician is necessary.  While 2nd or 3rd year residents in certain
disciplines may have the necessary expertise to function without the physical presence
of the preceptor physician, it is not necessarily true for residents earlier in their training.
Therefore, the Agency will not make any changes to this section.

The Agency received one comment that the requirements in § 4.6.6(A) that ten (10)
consecutive measurements be taken to determine radiographic equipment compliance
with the Air Kerma Reproducibility was “overkill” and that acceptable results could be
accomplished with five (5) consecutive measurements and the option to utilize ten (10)
consecutive measurements in total should remain if the results of the initial five (5)
measurements are not compliant.  The Agency accepts this recommendation and will
make the appropriate revisions to § 4.6.6(A).

The Agency received one comment that § 4.9.6(A) would preclude IRB sanctioned
research when such research has been approved by a medical doctor.  The Agency’s
position is that any IRB sanctioned activity is covered under the "healing arts" umbrella
and no changes are necessary.

The Agency received one comment that when evaluations are required § 4.10.1(A) at
intervals not to exceed 12 months there be a ± 30-day allowance year-to-year (i.e., “up
to 13 months”) written in the regulations to more closely align with Joint Commission,
ACR, and FDA/MQSA testing intervals.  The Agency accepts this recommendation and
will make the appropriate revisions to § 4.10.1(A).

The Agency received one comment that § 4.10.1(A)(3)(C) is unclear whether dental,
podiatry, and veterinary facilities are exempt from yearly testing by a QMP.  The Agency



believe that the necessary clarification is provided in § 4.10.1(A)(3)(B) and no further
changes are necessary.

The Agency received one comment regarding § 4.10.1(A)(5)(E) that several of the
proposed tests (such as scan increment accuracy and scan localization accuracy) are
usually not applicable to CBCT.  The same comment suggested modifying the language
to, “The evaluation shall include, at minimum, the following elements (if applicable to the
CBCT system):” as well as clarification that this list of tests apply to not only dental
facilities, but also to facilities other than dental.  The Agency accepts the first
recommendation and will make the appropriate revisions to § 4.10.1(A)(5)(E)(3).  The
Agency does not believe that any clarification regarding applicability to other CBCT
devices is needed.  The referenced section only applies to dental CBCT units and
previous sections establish QA requirements for other types of CBCT units.

The Agency received one comment that the provisions of § 4.13(A)(1)(B) that require a
protective apron to be worn is contrary to manufacturers guidelines which indicate that
so long as the operator is within the protection zone then an apron is not required.  The
Agency accepts this recommendation and will make the appropriate revisions to §
4.13(A)(1)(B).

CHANGES TO THE TEXT OF THE RULE:

§§ 4.1.1(B) and 4.5.3(I) have been revised to incorporate the 2021 version of the cited
document by reference.

§ 4.3.3(H) has been revised to require completion of a formal training program.

§ 4.3.9(E) has been deleted and the current § 4.3.9(F) has been redesignated as §
4.3.9(E).

Redesignated § 4.3.9(E) has been revised to remove any reference to shielding of
patients.

§ 4.3.10(D)(1) has been revised to correct a spelling error.

§ 4.3.15(A)(1) has been withdrawn (along with cross-references to this section) and §
4.3.15 has been revised to change “referring prescribing physician” to “prescribing
physician”.

§ 4.6.6(A) has been revised to only require five (5) consecutive measurements to
determine radiographic equipment compliance with the Air Kerma Reproducibility.  The
text will now also specify the option to utilize ten (10) consecutive measurements in total
if the results of the initial five (5) measurements are not compliant.

§ 4.10.1(A) has been revised to indicate that all evaluations to be conducted at intervals
not to exceed 12 months will include a ± 30-day allowance year-to-year to more closely
align with Joint Commission, ACR, and FDA/MQSA testing intervals.



§ 4.10.1(A)(5)(E)(3) has been revised to include the qualifier “if applicable to the CBCT
system”.

§ 4.13(A)(1)(B) has been revised to indicate that use of protective aprons shall be in
accordance with manufacturer’s specifications.

REGULATORY ANALYSIS:

In development of this rule, consideration was given to:

1) Alternative approaches;

2) Overlap or duplication with other statutory and regulatory provisions; and

3) Significant economic impact on small business

No alternative approach, duplication or overlap was identified based on available
information. RIDOH has determined that the benefits of the rule justify its costs.


